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” ] LASER LIGHT SHOW NOTIFICATION

LASER PRODUCTION NETWORK HFZ 312, ROOM 1352
R O B B S DATE: 03/10/99
Application for New Variance

Mr. Manuel Karos

Food and Drug Administration

Center for Devices and Radiological Health
1390 Piccard Drive, Rockville, MD 20857
Tel: (301) 594-4646

Fax: (301) 594-4672

Dear Mr. Karos,

Attached please find the original and 4 copies of an application for a new
variance for our customer, New Wave Entertainment. There club was scheduled to
open in April but has now been pushed back until sometime in May. | did fax you, On
January 29, 1999, a notice stating that.

| will keep you informed as to when the club will open. Our hope is that the
inspection can happen when we are out there to install it so if needed we can make any
corrections to guarantee their variance approval.

Any questions you may have regarding this matter, please feel free to contact
me.

Thank you.

Vice¥resident

ce: John Lamb, Arizona Radiation Regulatory Agency
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Déb ﬂ TMéNT QF EALTH A D H aN SER\HCES APPL'CATION FOR A vARlANCE ;-:... lﬂ-v-‘:nl lwm-uli: ve
ARA n NO HuM FROM 21 CFR 1040.11(c) FOR A T e
PUBLIC MEALTH SERVICE DOCKET MUMBER
FOOD aND DRUG ADMINISTRATION LASER L'GHT SHOW, D'SPLAY'
OR DEVICE

+ NOTE: No laser hight ~how, progevtion system., o duvice fiidy +ary from sdmpliih-"qi“ilh 3 CFR lQiO;!“l;(\) ip doagn of use without the approsal of this
applicanen in accordance wuh 21 CFR 1010.4.

INSTRUCTIONS
J Sl cour apphie bt 10 108 IR Managamcthe Bransh THTA-305) 1 ol il
Drug Adutnustranon, Roorn 3-62, 5k Tratnrs o Ruckadly, MD XsS7
3 Enel PDacument Nunibef of sssgied.

1. Chedh all applicatie Desey a0d Gvpy or prnt (NS feyuested
nlermatien.
2 Submu an Ol und VUl (4) O

1. NAME OF COMPANY
New Wave Entertainment

2. ADDRESS OF COMPANTY (f-n luske 414 CielIEY ({1 711 Bars 13 vl wn lomb ok sanad w841 abithions v )

4445 N. Buckboard Trail, Scottsdale, AZ 8525]

3 NaME aND TITLE OF RESPONSIBLE PERSON 4. TELEPNONE NO (/i finh wron viwhc) 5 DATE OF SURMISSION

Shadrod Yari. President €02-£48-2828 2/1/99

& Thc apphcant (equestis e vahante to be in elfect Tor a parag of __._3_ yuvdrs Irom e dals at 1S5ue

U geenctol, ihy Vv s v il wlpsore w wafsurs s fvof ody b svnes U fleaad gafiend oo Peguesivd, o e n gttt atost I qThm fiad B gt 1s1 e appba sitoes )

7 PRQDUCT DESCRIPTION AND USE

2 LIST NAME aNDOR MOPEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) anD FﬁOJECTOR(S)

i -ABR

v. PRODUCT 3 INTENDED TO BE USED aT ANT ONE LOCATION
MORE TrAN 16 DaArS

o PRODUCT FOR wa|Ch & VARIANCE 1S REQUESTED
D A LASER DISPLAY DEVICE

( L_-] 4 PROJECYOR FOR A LASER LIGHT SHOwW MORE THAN 5 BUT NQT MORE THAN 15 DaTYS
ﬁ A LASER LIGHT SHQw 3 c(ess THan sQars
D CTHER (ywut)
o @ TOUR IS INTENDEQ TQ RuUN FOR
- PROJECTORS aRE INTENDED FOR SaLE. LEASE OR LOAN TO OTHER : R
N LASER LIGHT SHOw PRODUCERS MORE THAN & mONTHS
O 1emontns
a EODUCY 1S INTENDED FOR USE I1n A D LESS THAN 1 MONTH
a PLANETaRIUM OR OTHER DOME PROJECTION STRUCTURE I NOT APPLICABLE twrur « v}
TREATER " oTneR (W)
[ wOTEUMOTEL BaLLROOM OR MEETING RGGM
U] store pisfuars n PRODUCT UTILIZES TmE FO-.LOWINC LASER EFFECTS
D TRAPE $mOw QR CONVENTION ‘E FRONT SCREEN PROJECTIONS
PP\ DiScoTHEQUE OR MIGHT CLuB I Agan SCREEN PROJECTIONS
O Paviuon O roLocRsPmc DisPLaTS
[J INDOOR aRENs FRL MuLTIPLE REFLECTIONIDIFFRACTION EFFECTS
[J ouTDoOR ARENA A O AUDIENCE SCARNING 1| 10vs s disken ~ antrinity mes nss vsshile: smmertorstlont i §
O wuseum I REFLECTIONS FROM STATIONARY MIRRORS OR MIRRORED SURFACES
O GUTDOOR UNENGLOSED aREA ewees Marenen )
O oTrER (et K STATIONARY 1RRADIATION OF ROTATING MiRROR BALLS, ETC.
. S SCANNING IRRADIATION OF ROTATING MIRROR BALLS. ETC.
. PRODUCT o
¢. PRODUCT 1S INTENDED TO BE USED EX #i8ER oPTIC PROJECTIGNS
OnLT ©
AT ONLY OFE (1107} LOCATION X FOG SUOKE. OR OTHER SCATTERING ENAANCEMENT EFFECTS
AT A YARIETY OF [nmn LOCATIONS D
OTHER [yymeess] o — — _—.,

0O orner (i)

-8 LASER RADIATION LEVELS

LASER MEDIUM iAr Jic-Ne, pos ‘ WAVE LENGTHS (nm) PEAK POWER /15 vt

. Argon/Krypton mixed | 488-632 | 3.5 watts

9 IF AXT LASER RADIATION 18 PULSED OR SCANMED. GIVE THE PuiLSE DURATION AND RATE AND SCANNING FREQUENCY aND AMPLITUDE

Scanning Frequency 0-35K, Scanning 2mplitude 0-45 degrees

1. REASOn FOR REQUESTING vaRIANGE

R COMPLANCE wiTr TiRE LIMITS OF 21 CFA 1040 11(¢) WOLLD RESTRICT THE iNTENDED uSE OF T
. nE PROQULCT BECAUSE COmMPLIANCE wWOULE UmiT THE QUTFUT
- POWER 7O TnE EXTENT TmaT IHE DES/RED EFFECTS WOuLLD NOT BE SUFFICIENTLY VISIBLE

L] OTHER OR ADDITIONAL EXPLANATION /yn.rs/

‘ORM FOA 3147 (387)
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11. MAYNER INWHICH IT IS PROPOSED TO DEVIATE FROm THE REQUIREMENTS OF THE APPLICABLE STANDARD
gﬂ' 1S PROPOSED TO DEVIJATE FROM THE PROVISIONS OF 21 CFR 1040 11(c) IN THAT TME ACCESSIBLE EMISSION LEVEL wOULD EXCEED THE
ACCESSIBLE EMISSION LIMITS SPECIFIEDR IN 21 CFR 1040.11(<).
[J 1718 PROPOSED TO DEVIATE FROM THE PROVISION OF 21 CFR 1040 11(c) AS FOLLOWS:

12, ADVANTAGES TO BE DERIVED FROM SuCn DEVIATION
LASER LIGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS USE OF POWER LEVELS IN
EXCESS OF THE LIMITS IMPOSED BY 21 CFR 1040.11(c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE MEDIA.

[J OTHER OR APDITIONAL ADVANTAGES {descrine and explan)

73, EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Creeck 83 many boxas as apply. In ltem 14 "Remans_ ~ jusSuly ofly boass
nat chackad, using addmon;l sheets 85 necesssary. Stare any oter MEANS ot 7adhation protaction st will be used.|

a. X ALL LASER PHODuCTs SYSTEMS, SHOWS, AND PROJECTORS WILL RE CERTIFIED TO COMPLY WITH 21 CFR 1040.10 AND THE CONDY-
TIONS OF THIS VARIANCE AND wiLL 8E REPORTED AS REQUIRED BY 21 CFR 1002.10 AND 1002 12 USING THE REPORTING GUIDES PRO-
VIDED FOR SUCH PURPOSE THESE ACTIONS WiLL BE ACCOMPLISHED PRIOR TO ANY INTRODUCTION INTO COMMERCE.

D. EFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPLICATION WILL NQT BE PERFORMED, NCO OTHER EFFECTS WiLL BE
ADDED UNTIL AN AMENDMENT TO THE VARIANCE MAS BEEN OBTAINED aND THE REQUIRED REPORTS OR SUPPLEMENTS, AS
APPULICABLE, MAVE BEEN SUBMITTED.

4 SCANNING. PROJECTION, OR REFLECTION OF LASER AND COLLATERAL RADIATION (LIGHT SPOW RADIATION) INTO AUDIENCE OR OTHER
ACCESS)BLE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXCEPT FOR DIFFUSE REFLECTIONS PRODWCED BY THE ATMOSPHERE,

ADDED ATMOSPHERIC SCATTERING MEDIA, AND TARGET SCREENS

LASER RADIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS | WIiLL NOT BE PERMITTED AT ANY POINT LESS THAN 3.0 METERS ABOVE

ANY SURFACE UPON WHICH PERSONS OTHER THAN OPERATORS, PERFORMERS. OR EMPLOYEES ARE PERMITTED TO STAND OR 25

METERS BELOW OR IN LATERAL SEPARATION FROM ANY PLACE WHERE SUCH PERSONS ARE PERMITTED TO BE. OPERATORS,

PERFORMERS, AND EMPLOTEES WILL NOT BE REQUIRED OR ALLOWED TO VIEW RaDIATION ABOVE THE LIMITS OF CLASS 1 OR BE

EAPQSED TO RADIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR 10s0.1We).

ANY PRODUCT wWHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WiILL INCORPORATE A SCANNING

SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WRICH WiLl. REACT FaST ENOUGH TO PRECLUDE ExCEEDING

THE APPLICABLE LIMIT

ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT AND PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S). THE

OPERATOR(S) Wil .

() IMMEDIATELY TERMINATE THE EMMISSION OF LIGHT SHOW RADIATION IN THE EVENT OF aNY UNSAFE CONDITION;

{2) BE LOCATED WHERE ALL BEAM PATHS CaN BE DIRECTLY OBSERVED AT ALl TIMES. AND
(3) BE AN EMPLOYEE OF THE VARIANCE HOLDER wnO WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF ThE OPERATOR.

0

S

>

THE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REQUIRED TO OBTAIN THE INTENDED EFFECTS

THE PROJECTION SYSTEM .E., THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PROOUCE TrE LIGHTING EFFECTS) wiLL BE
SECURELY MOUNTED OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITERS WILL BE PROVIDED
AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS, BEAM STOPS, TARGETS, £7C.

\ LASER PROJECTORS WiILL NOT BE DELIVERED YO ANY OTHER PARTY UNDER aN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS AND
UNTIL THE RECIPFIENT DEMONSTRATES THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PERMITS THEM TO
PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR.

IN aDDITION TO THE REQUIREMENTS OF 21 CFR 1040.10(0), THE MANUFACTURER OF LASER PROJECTORS/SYSTEMS WilL. PROVIDE TO
PARTIES wHO PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE USER'S INSTRUCTIONS FOR SAFE INSTALLATION AND
OPERATION AND WHICH EXPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT 5MOwW MANUFACTURER TO
SUBMIT THE REQUIRED REPORTS AND APPLY FOR AND OBTAIN A VARIANCE FROM CDRr PRIOR TO INTRODUCTION INTO CQMMERCE OF

ANY LASER LIGHT SHOWS.

k % THE REQUIREMENTS OF 21 CFR 1002.30(a)X*) AND (2) WiLL BE ACCOMPLISHED THROUGH TmE USE OF WRITTEN PROCEDURES FOR SETUP,
ALIGNMENT, TESTING, AND PERFORMANCE OF EACH SHOw THESE PROCEDURES wiLL BE 1N SUFFICIENY DETAN. TO ENSURE COM-
PUANCE WITH 21 CFR 1040.10, THE CONDITIONS OF TS VARIANCE. AND THE CONTRCL OF ACCESS YO RADIATION AREAS USING THE
PROCEDURES DESCRIBED IN THE ANSI Z135.1 STANDARD FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL STANDARDS INSTITUTE.
1430 BROADWAY, NEW YORK. NY 10018) OR ANY OTHER EQUIVALENT USER CONSENSUS STANRDARD AND, WHERE APPLICABLE, STATE OR
LOCAL REQUIREMENTS. LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LEVELS ABOVE THE LIMITS SPECIFIED (N 21 CFR
104017y, witl BE CLEARLY IDENTIFIED BY THE POSTING OF wARMING SIGNS AND/OR RESTRICTING ACCESS TAROUGH PRYSICAL
MEANS (SUCH AS PRESSURE SWITCHES, PHOTOCELLS, BARRIERS, GUARDS, ETC,). THESE REQUIREMENTS APPLY TO TEMPORARY AREAS
(SUCH AS DURING SETUP AND ALIGNMENT PROCEDURES) ANP TO FINAL OR PERMANENT AREAS THE VARIANCE HOLDER wiLL RETAIN
THE RECORDS OF THESE PROCEDURES AND THE RESULTS OF alLL TESTS AS REQUIRED BY 21 CFR 1002 31 A COPY OF THE VARIANCE
APPLICATION. THE APPROVAL LETTER, CURRENT PROCEDURES, AND RECORDS RELATING TO EACH PARTICULAR SHOW Wik BE wiTH
THE OPERATOREOR OTHER RESPONSIBLE INDIVIDUAL AND WILL BE MADE avAlLABLE FOR INSPECTION BY FRA AND OTHER RESPONSI-
BLE AUTHORITIES

px

FORM FOA 1147 (3587)
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. '% ADVANCE WRITTEN NOTIFICATION WiLL ot MADE AS EARLY AS POSSIBLE TO aPPROPRIATE F AAL, STATE, AND LOCAL AUTHORITIES
"\ PROVIDING SHOW ITINERARY WITH DATES AND LOCATIONS CLEARLY AND COMPLETELY IDENTIFIED. AND A BASIC DESCRIPTION OF
PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM POWER QUTPUT INTENDED. SUCH NOTIFICATIONS WILL BE MADE, BUT

NOT NECESSARILY BE LIMITEDR, TO:

() THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH, OFFICE OF COMPLIANCE (HFZ312), 8757 GEORGIA AVE,, SILVER SPRING, MO
20910, PROVIDING THE INITIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AN THE ITINERARY FOR MOBILE SHOWS. IN ARDI-
TION, UNLESS ALL ASPECTS OF EACH SHOW HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY REFERENCED, EaCH
NOTICE WILL INCLUOE DETAILED DESCRIPTIONS OF FACH SHOW AND A LISTING OF ALL EFFECTS TO BE PERFORMED IN SUFFICIENT
DETAIL TO CONFIRM COMPLIANCE wiTH THE REGULATIONS AND THIS VARIANCE.

(2) THE FEDERAL AVIATION ADMINISTRATION (FAA) FOR aANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (1 E., INCLUDING SET-UP,
ALIGNMENT, REMEARSALS, PERFORMANCES, ETC.. IF THE FAA OBJECTS TQ ANY LASER EFFECTS, THE OBJECTIONS wiLL BE RE-
SOLVED aND ANY CONDITIONS REQUESTED BY FAA WILL BE ADHERED TO IF THESE CONDITIONS CAN NOT BE MET, THE OBJEC-
TIONABLE EFFECTS wiLL BE DELETED FROM THE SHOW.

(3) STATE aND LOCAL RADIATION CONTROL OFFICES/AGENCIES FOR ALL SHOWS TO BE PERFORMED wWiTriN TrEIR JURISDICTIONS, ALL
REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAISED BY LOCAL AUTHORITIES WILL BE RE-
SOLVED OR THE EFFECTS DELETED. (LiSTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES AND

RADIOLOGICAL HEALTH UPON REQUEST)

REMARKS

CERTIFICATION

| CEATIFY Ihat ajl a1 the above informarion and statemants arg rue, complete, and correct 1o he best of My khowiedge and acknowledge that my
ranance apphcatian May be gemed of My »aNANCa May DE revoked il tms apphcarion 15 found lo e 181Se, Misieading, Qr IRCOITect i any Matenal way.
! Rave submitted and will SLDMIL ail repons required py 21 CFR 1002.70 and 1002.12 on the laser equipment aNd SROw(S). | TuAner understand Tnat !
My Oe requited by regulation or By the Birecror, Cemter for Dévices and Radiclogical Healtn, to supply SuCh OWher 1N10IMAENLoN s May be necessary 10
evRiuate ana acl on Yus appiicauon.

L
SIGNATURE 'L 16. NAME (Type or Priny) 17. TiTLE .

o G
o Shahred Yari President

DA 3147
M FDA 3147 (3i87) £ U5, GOVERNMENT PRINTING OFTICE:19K7-1 55695/691 19 Ok 7m




